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PMMB8/2 Kit consisting of: Length marked posts, conicity 02, size 08 - 200 pcs.

PMM10/2 Kit consisting of:Length marked posts, conicity 02, size 10+ 200 pcs.
PMM 15/2 Kit consisting of:Length marked posts, conicity 02, size 15- 200 pcs.
PMM20/2 Kit consisting of: Length marked posts, conicity 02, size 20 - 200 pcs.
PMM25/2  Kit consisting of:Length marked posts, conicity 02, size 25- 200 pcs.
PMM30/2 Kit consisting of:Length marked posts, conicity 02, size 30- 200 pcs.
PMM35/2  Kit consisting of:Length marked posts, conicity 02, size 35- 200 pcs.
PMMA40/2  Kit consisting of:Length marked posts, conicity 02, size 40 - 200 pcs.
PMM45/2  Kit consisting of:Length marked posts, conicity 02, size 45 - 200 pcs.

. PMM50/2  Kit consisting of:Length marked posts, conicity 02, size 50 - 200 pcs.
. PMMB55/2  Kit consisting of:Length marked posts, conicity 02, size 55 - 200 pcs.

PMM60/2  Kit consisting of:Length marked posts, conicity 02, size 60 - 200 pcs.
PMM70/2 Kit consisting of:Length marked posts, conicity 02, size 70 - 200 ig*,] ) -l

cza |

. PMMB80/2 Kit consisting of: Length marked posts, conicity 02, size 80 - 200 p~j[=5

PMM 15-40/2 Kit consisting of: Length marked posts, conicity 02, sizes: 15-34 pcs.; 20 - 34 pcs.; 25 - 34 pcs.;
30 - 34 pcs.; 35 - 34 pcs.; 40 - 34 pcs.

PMM45-80/2 Kit consisting of: Length marked posts, conicity 02, sizes: 45 - 34 pcs.; 50 - 34 pcs.; 55 - 34 pcs.;
60 - 34 pcs.; 70 - 34 pcs.; 80 - 34 pcs.

PMM90-140/2 Kit consisting of: Length marked posts, conicity 02, sizes: 90 - 20 pcs.; 100-20 pcs.; 110-20
pcs.; 120-20 pcs.; 130-20 pes.; 140-20 pcs.

PMMXXF/2 Kit consisting of: Length marked posts, conicity 02, size XXF - 200 pcs.

PMMXF/2 Kit consisting of: Length marked posts, conicity 02, size XF - 200 pcs.

PMMF/2 Kit consisting of: Length marked posts, conicity 02, size F - 200 pcs.

PMMM/2 Kit consisting of: Length marked posts, conicity 02, size M - 200 pcs.

PMMC/2 Kit consisting of: Length marked posts, conicity 02, size C - 200 pcs.

PMMXC/2 Kit consisting of: Length marked posts, conicity 02, size XC - 200 pcs.

PMMXXF-XC/2 Kit consisting of: Length marked posts, conicity 02, sizes: XXF - 34 pcs.; XF - 34 pcs.; F- 34
pcs.; M - 34 pcs.; C - 34 pcs.; XC - 34 pes.

PMM 15/4 Kit consisting of: Length marked posts, conicity 04, size 15- 100 pcs.

PMM20/4 Kit consisting of: Length marked posts, conicity 04, size 20 - 100 pcs.

PMM25/4 Kit consisting of: Lengthmarked posts, conicity 04, size 25 - 100 pcs.

PMM30/4 Kit consisting of: Lengthmarked posts, conicity 04, size 30 - 100 pcs.

PMM35/4 Kit consisting of: Lengthmarked posts, conicity 04, size 35 - 100 pcs.

PMM40/4 Kit consisting of: Length marked posts, conicity 04, size 40 - 100 pcs.

PMM45/4 Kit consisting of: Length marked posts, conicity 04, size 45 - 100 pcs.

PMM50/4 Kit consisting of: Length marked posts, conicity 04, size 50 - 100 pcs.

PMM55/4 Kit consisting of: Length marked posts, conicity 04, size 55- 100 pcs.

PMM60/4 Kit consisting of: Length marked posts, conicity 04, size 60 - 100 pcs.

PMM70/4 Kit consisting of: Lengthmarked posts, conicity 04, size 70 - 100 pcs.

PMMB80/4 Kit consisting of: Length marked posts, conicity 04, size 80 - 100 pcs.

PMM 15-40/4 Kit consisting of: Length marked posts, conicity 04, sizes: 15-17 pcs.; 20-17 pcs.; 25-17 pcs.;
30-17 pcs.; 35-17 pcs.; 40-17 pcs.

PMMA45-80/4 Kit consisting of: Length marked posts, conicity 04, sizes: 45-17 pcs.; 50-17 pcs.; 55-17 pcs.;
60-17 pcs.; 70-17 pcs.; 80-17 pcs.

PMM 15/6 Kit consisting of: Length marked posts, conicity 06, size 15 - 100 pcs.
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I. PMM20/6 Kit consisting of:
. PMM25/6 Kit consisting of:
I, PMM30/6 Kit consisting of:
I3 PMM35/6 Kit consisting of:
PMMA40/6 Kit consisting of:

Length marked posts, conicity 06, size 20 - 100 pcs.
Length marked posts, conicity 06, size 25 -100 pcs.
Length marked posts, conicity06, size 30 - 100 pcs.
Length marked posts, conicity06, size 35 - 100 pcs.
Length marked posts, conicity 06, size 40 - 100 pcs.

'45. PMMA45/6 Kit consisting of: Length marked posts, conicity06, size 45 - 100 pcs.

46. PMM50/6 Kit consisting of: Length marked posts, conicity06, size 50 - 100 pcs.

47. PMM55/6 Kit consisting of: Length marked posts, conicity06, size 55 - 100 pcs.

48. PMMG60/6 Kit consisting of: Length marked posts, conicity06, size 60 - 100 pcs.

49. PMM70/6 Kit consisting of: Length marked posts, conicity06, size 70 - 100 pcs.

50. PMMB80/6 Kit consisting of: Length marked posts, conicity06, size 80 - 100 pcs.

51. PMM15-40/6 Kit consisting of: Length marked posts, conicity 06, sizes: 15-17 pcs.; 20-17 pcs.; 25-17 pcs.;
30-17 pcs.; 35-17 pcs.; 40-17 pcs.

52. PMM45-80/6 Kit consisting of: Length marked posts, conicity 06, sizes: 45-17 pcs.; 50-17 pcs.; 55-17 pcs.;
60-17 pcs.; 70-17 pcs.; 80-17 pces.

53. PST8/2 Kit consisting of; Posts, conicity 02, size 08 - 200 pcs.

54. PSTIO/2 Kit consisting of:
55. PST15/2 Kit consisting of:
56. PST20/2 Kit consisting of:
57. PST25/2 Kit consisting of:
58. PST30/2 Kit consisting of:
59. PST35/2 Kit consisting of:
60. PST40/2 Kit consisting of:
61. PST45/2 Kit consisting of:
62. PST50/2 Kit consisting of:
63. PST55/2 Kit consisting of:
64. PST60/2 Kit consisting of:
65. PST70/2 Kit consisting of:
66. PST80/2 Kit consisting of:

Posts, conicity 02, size 10 - 200 pcs.
Posts, conicity 02, size 15 - 200 pcs.
Posts, conicity 02, size 20 - 200 pcs.
Posts, conicity 02, size 25 - 200 pcs.
Posts, conicity 02, size 30 - 200 pcs.
Posts, conicity 02, size 35 - 200 pcs.
Posts, conicity 02, size 40 - 200 pcs.
Posts, conicity 02, size 45 - 200 pcs.
Posts, conicity 02, size 50 - 200 pcs.
Posts, conicity 02, size 55 - 200 pcs.
Posts, conicity 02, size 60 - 200 pcs.
Posts, conicity 02, size 70 - 200 pcs.
Posts, conicity 02, size 80 - 200 pcs.

67. PSTI5-40/2 Kit consisting of: Posts, conicity 02, sizes: 15-34
- 34 pcs.; 40 - 34 pcs.

68. PST45-80/2 Kit consisting of: Posts, conicity 02, sizes: 45 - 34 pcs.; 50 - 34 pcs.; 55 - 34 pcs.; 60 - 34 pcs.; 70
- 34 pcs.; 80 - 34 pcs.

69. PST90-140/2 Kit consisting of: Posts, conicity 02, sizes: 90 - 20 pcs.; 100-20 pcs.; 110-20 pcs.; 120-20 pcs.;
130-20 pcs.; 140-20 pcs.

70. PSTXXF/2 Kit consisting of: Posts, conicity 02, size XXF - 200 pcs.

71. PSTXF/2 Kit consisting of: Posts, conicity 02, size XF - 200 pcs.

72. PSTF/2 Kit consisting of: Posts, conicity 02, size F - 200 pcs.

73. PSTM/2 Kit consisting of: Posts, conicity 02, size M - 200 pcs.

74. PSTC/2 Kit consisting of: Posts, conicity 02, size C - 200 pcs.

75. PSTXC/2 Kit consisting of: Posts, conicity 02, size XC - 200 pcs.

76. PSTXXF-XC/2 Kit consisting of: Posts, conicity 02, sizes: XXF - 34 pcs.; XF - 34 pcs.; F-34 pcs.; M - 34 pcs.;
C - 34 pcs.; XC - 34 pcs.

77. PPOFI Kit consisting of: Length marked posts PROT, size FI - 100 pcs.

78. PPOF2 Kit consisting of. Length marked posts PROT, size F2 - 100 pcs.

79. PPOF3 Kit consisting of: Length marked posts PROT, size F3 - 100 pcs.

80. PPOF4 Kit consisting of: Length marked posts PROT, size F4 - 100 pcs.

81. PPOF5 Kit consisting of: Length marked posts PROT, size F5 - 100 pcs.

82. PPOF1-F3 Kit consisting of: Length marked posts PROT, sizes: FI - 34 pcs.; F2-34pcs.; F3 - 34 pcs.

83. PPOF4-F5 Kit consisting of: Length marked posts PROT, sizes: F4 - 51 pcs.; Fb5 -51pcs.

84. PPOFI-F5 Kit consisting of: Length marked posts PROT, sizes: FI - 17 pcs.; F2-17pcs.; F3 - 17pcs.; F4 - 17
pcs.; F5 - 34 pcs.

85. PPNX2 Kit consisting of: Length marked posts PROT NEXT, size X2 - 100 pcs.

86. PPNX3 Kit consisting of: Length marked posts PROT NEXT, size X3 - 100 pcs.

Instruction for use for the medical device
Healtex® Absorbent Paper Points in Kits

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

>34 pcs.; 25 - 34 pcs.; 30 - 34 pcs.; 35

Page 3 of9



PPNX4 Kit consisting of: Length marked posts PROTNEXT, size X4 - 100 pcs.
PPNX5 Kit consisting of: Length marked posts PROTNEXT, size X5 - 100 pcs.
PPNX2-X5 Kit consisting of: Length marked posts PROT NEXT, sizes: X2 - 34 pcs.; X3 - 34 pcs.; X4 - 17
pcs.; X5 - 17 pcs.
). PPNX2-X3 Kit consisting of: Length marked posts PROT NEXT, sizes: X2 - 51 pcs.; X3 - 51 pcs.

(AL PPWSM Kit consisting of: Length marked posts PRO W, size Small - 100 pcs.

'R PPWPR Kit consisting of: Length marked posts PRO W, size Primary - 100 pcs.

B PPWLG Kit consisting of: Length marked posts PRO W, size Large - 100 pcs.

Y. PPWSM-LG Kit consisting of: Length marked posts PRO W, sizes: Small - 34 pcs.; Primary - 34 pcs.; Large -

34 pcs.

95. PPGSM Kit consisting of: Length marked posts PRO W GOLD, size Small - 100 pcs.

96. PPGPR Kit consisting of: Length marked posts PRO W GOLD, size Primary - 100 pcs.

97. PPGMD Kit consisting of: Length marked posts PRO W GOLD, size Medium - 100 pcs.

98. PPGLG Kit consisting of: Length marked posts PRO W GOLD, size Large - 100 pcs.

99. PPGSM-LG Kit consisting of: Length marked posts PRO W GOLD, sizes: Small - 34 pcs.; Primary - 34 pcs.;
Medium - 17 pcs.; Large - 17 pcs.

100. PPR25 Kit
101. PPRA40 Kit

consisting of: Length
consisting of: Length
102. PPR50 Kitconsisting of: Length marked posts PRO R, size 50 - 100 pcs.

marked posts PROR,
marked posts PROR,

size 25 -100 pcs.
size 40 -100 pcs.

103. PPR25-50K:it consisting of: Length marked posts PRO R, sizes: 25 - 68 pcs.; 40-17 pcs.; 50-17 pcs.

104. PST 15/4 Kit consisting of:
105. PST20/4 Kit consisting of:
106. PST25/4 Kit consisting of:
107. PST30/4 Kit consisting of:
108. PST35/4 Kit consisting of:
109. PST40/4 Kit consisting of:
110. PST45/4 Kit consisting of:
111. PST50/4 Kit consisting of:
112. PST55/4 Kit consisting of:
113. PST60/4 Kit consisting of:
114. PST70/4 Kit consisting of:
115. PST80/4 Kit consisting of:

Posts, conicity 04, size 15 - 100 pcs.
Posts, conicity 04, size 20 - 100 pcs.
Posts, conicity 04, size 25 - 100 pcs.
Posts, conicity 04, size 30 - 100 pcs.
Posts, conicity 04, size 35 - 100 pcs.
Posts, conicity 04, size 40 - 100 pcs.
Posts, conicity 04, size 45 - 100 pcs.
Posts, conicity 04, size 50 - 100 pcs.
Posts, conicity 04, size 55 - 100 pcs.
Posts, conicity 04, size 60 - 100 pcs.
Posts, conicity 04, size 70 - 100 pcs.
Posts, conicity 04, size 80 - 100 pcs.

\h . -

116. PSTI5-40/4 Kit consisting of: Posts, conicity 04, sizes: 15-17 pcs.; 20-17 pcs.; 25-17 pcs.; 30-17 pcs.; 35

- 17 pcs.; 40-17 pcs.;

117. PST45-80/4 Kit consisting of: Posts, conicity 04, sizes: 45-17 pcs.; 50-17 pcs.; 55-17 pcs.; 60-17 pcs.; 70

- 17 pcs.; 80-17 pcs,;

118. PSTI5/6 Kit consisting of:
119. PST20/6 Kit consisting of:
120. PST25/6 Kit consisting of:
121. PST30/6 Kit consisting of:
122. PST35/6 Kit consisting of:
123. PST40/6 Kit consisting of:
124. PST45/6 Kit consisting of:
125. PST50/6 Kit consisting of:
126. PST55/6 Kit consisting of:
127. PST60/6 Kit consisting of:
128. PST70/6 Kit consisting of:
129. PST80/6 Kit consisting of:

Posts, conicity 06, size 15 - 100 pcs.
Posts, conicity 06, size 20 - 100 pcs.
Posts, conicity 06, size 25 - 100 pcs.
Posts, conicity 06, size 30 - 100 pcs.
Posts, conicity 06, size 35 - 100 pcs.
Posts, conicity 06, size 40 - 100 pcs.
Posts, conicity 06, size 45 - 100 pcs.
Posts, conicity 06, size 50 - 100 pcs.
Posts, conicity 06, size 55 - 100 pcs.
Posts, conicity 06, size 60 - 100 pcs.
Posts, conicity 06, size 70 - 100 pcs.
Posts, conicity 06, size 80 - 100 pcs.

130. PSTI 5-40/6 Kit consisting of: Posts, conicity 06, sizes: 15-17 pcs.; 20-17 pcs.; 25-17 pcs.; 30-17 pcs.; 35

- 17 pcs.; 40-17 pcs.,;

131. PST45-80/6 Kit consisting of Posts, conicity 06, sizes: 45-17 pcs.; 50-17 pcs.; 55-17 pcs.; 60-17 pcs.; 70

- 17 pcs.; 80-17 pcs.;

132. PPCFI Kit consisting of Posts PROT, size FI - 100 pcs.
133. PPCF2 Kit consisting of Posts PROT, size F2 - 100 pcs.
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I, PPCF3 Kit consisting of: Posts PROT, size F3 - 100 pcs.
5 PPCF4 Kit consisting of: Posts PROT, size F4 - 100 pcs.
i PPCF5 Kit consisting of: Posts PROT, size F5 - 100 pcs.
pi PPCF1-F3 Kit consisting of: Posts PROT, sizes: FlI - 34 pcs.; F2- 34 pcs.; F3 - 34 pcs.;
PPCF4-F5 Kit consisting of: Posts PROT, sizes: F4 - 51 pcs.; F5- 51 pcs,;
i3, PPCF1-F5 Kit consisting of: Posts PROT, sizes: FI - 17 pcs.; F2- 17 pcs.; F3 - 17 pcs.; F4 - 17 pcs.; F5 - 34
pcs.

Hereinafter referred to as the "absorbentpaper points”, "paperpoints™ ‘points”; "medical devices”
and "devices”.

Information about the manufacturer, developer and authorized representative of the
manufacturer

lanufacturer:
DiaDent Group International
16. Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161,
Republic of Korea
Telephone; + 82-43-266-2315
Fax: 82-43-262-8658
E-mail: diadent@diadent.co.kr
Website: www.diadent.co.kr
»
Developer:
DiaDent Group International
16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chuhgj*eongbul;*o, 28161,
Republic of Korea
Telephone: + 82-43-266-2315 '
Fax: 82-43-262-8658
E-mail: diadent@diadent.co.kr
Website: wnvw.diadent.co.kr

Authorized representative of manufacturer (producer)
PROTECO JSC
Legal address: 192102, St. Petersburg, Salova st. 57. build. 1, letter |
Tel./fax: +1 (812) 635-88-90
E-mail: info@protecodent.ru
Website: www.protecodent.ru

3. Intended use and user profile

3.1. Intended use.
Absorption of fluids from root canals during endodontic treatment.

3.2. User profile
Qualified professionals: dentists.

4. Indications, scope of use, contraindications, and potential adverse reactions

Indications: Drying of root canals before filling or before the introduction of a sealer or a medicine
into a root canal during endodontic treatment.

Scope of use: dentistry.

Contraindications for use: none.

Adverse reactions: none.

Instruction for use for the medical device
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Iftty precautions

Paper points should be chosen in accordance with the size and diameter of gutta-percha points;
These devices are intended for single use;
Do not re-sterilize;
Check the integrity of the package, shelf life, and appearance of the device before use;
Do not use damaged points because a device that disintegrates when removed from a canal can cause
canal inflammation;
» Store separately from other devices ofvarious sizes and types, including paper points ofother versions
and sizes.
e Storage under inappropriate conditions can result in the discoloration of color coding.
Description of the device
Absorbent paper points are made from a high-quality, dense absorbent material that ensures the smooth,
lint-free, and foreign-particle free surface of the device; the points have a straight conical shape
orphologically similar to the shape of a root canal. Color of the device is white. The top (wide) part of a
oint has a color code depending on the diameter of the device: grey, purple, yellow, red, blue (cyan), green,
and black. White-coded points are not colored because the color code is the same as the point color. In addition,
some device variants have length marks, which facilitate the measurement of the depth of a root canal and
make it as precise as possible.

6.1 Color coding of posts

)ble / Color codesfor posts o fthe Table 2 Color codes for posts of the Table 4 Color codesfor posts ofthe versions
trsions p. 1-17, 53-69 of the versions p. 18-24, 70-76 ofthe Clause p. 39-52, 118-131 ofthe Clause ! «Device
Ause / «Device name» of the I «Device name» of the present name» ofthe present document
Resent document document
. Color code
Size Color code Size Color code .
XXE white sS cd| white

08 grey XF yellow 0 20 yellow

10 violet F red w / 25 t:fd

15 white M blue gg greueen

20 yellow c green 40 black

25 red xc black 45 white

30 blue Table 3 Color codes for posts of the 50 yellow

35 green versions p. 25-38. 104-117 of the 95 red

40 black Clause | «Device name» ofthe present 38 t;gg]

45 white document 80 %Iack

50 yellow Size Color code

35 red 15 white Table5 Color codesfor posts o fthe versions

60 blue 20 yellow p. 85-90 ofthe Clause 1 «Device name» of

70 green 25 red

80 black 30 blue Size Color code

90 white 35 green X yellow

100 yellow 40 black X2 red

110 red 45 white X3 blue

120 blue S0 yellow X4 black

130 green 23 t:ﬁ?e x5 yellow

140 black 70 green

80 black

Instruction for use for the medical device
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Table 8 Color codesfor posts ofthe versions p. 100-103 o fthe
h Color codesfor posts o fthe versions p. 91-94 Clause | «Device name» ofthe present document
\Clause 1 «Device name» o fthe present document

Size Color code
25 red
/ Size Color code 40 black
50 yellow
/ Small yellow
/- Primary red Table 9 Color codesfor posts ofthe versions p. 77-84. 132-139
/ Large black ofthe Clause | «Device name» o fthe present document
Table 7 Color codesfor posts ofthe versions p. 95-99 Size Color code
| f the Clause 1 «Device name» ofthe present document Fl yellow
f Size Color code F2 red
/ Small yellow F3 blue
f Primary red F4 black
1 Medium green F5 yellow

1 Large white
6.2 Length marking of posts

The device versions with length marks have colored marks at 18 mm, 19 mm, 20 mm, 22 mm, and
24 mm from the tip (narrow part of a point).

Scheme 1 Length marks

Umm 3»m* wm  24>*m

7. Procedure for use
Read the Instructions before use;
Choose an absorbent paper point ofan appropriate size (length, cowcB 4 pAran
Grip a point by forceps at the length marked part, insert it in a root canal for absorbtion ofa liquid;
Remove a paper point from a root canal and dispose it in accordance with the established procedure;
If necessary, repeat the procedure with more points.
8. Description of symbols used for package labeling

Tab/e 10 Symbols and description

Symbol Description Symbol Description
Manufacturing date Sterilized using irradiation
iJ Manufacturer (D Do not reuse
Use-by date Keep away from sunlight
Reference number (article) Keep dry
Lot number Temperature limit

Do not re-sterilize Consult instructions for use

= ><

Do not use if package is damaged Collect separately

x
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JjtioDS of storage, transportation and operation

'Storage: Keep away from moisture and sunlight.

Transportation: Prevent the devices from falling during transportation. Devices packed into shipping
(lers should be transported by all types of covered vehicles considering the precautions indicated on the
ling container and in accordance with the guidelines for goods transportation by the specific type of

Storage and transportation conditions:

Ambient temperature: 2-27 ®C.

Relative humidity: 60-80 %.

Atmospheric pressure: no specific requirements.

Environmental operation conditions of the medical device:
Ambient temperature: 2-27 °C.

Relative humidity: no specific requirements.

Atmospheric pressure: no specific requirement

10. Sterilization

The device is sterile, the device is sterilized by gamma irradiation (25 kGy).
Should not be re-sterilized after opening the package, and is implied to be non-sterile during its use. A
| point is sterile only for the first patient, for which the package was opened.

11. Disposal

The medical device “Healtex® Absorbent Paper Points in Kits” after their intend”tfse are classified
as epidemiologically hazardous waste (products contaminated with blood and/or other body fluids of patients,
as well as products contacted with patients having infectious diseases).

In this case, a medical organization performs only collection and temporary storage ofthe above waste.
Waste is collected to single-use bags or containers with color marking adopted for hazardous medical waste
inaroom or in places for temporary storage of medical waste before further tfpsportation to a destruction or
disposal site.

Transportation of medical waste (used single-use points) from medicap”Sj§~~fid their disposal is
provided by specialized organizations licensed to treat epidemiologically hazardoiis"i?ieflical waste.

Consumer packing, rejected and expired unused products are classified as epidemiologically safe waste
(non-hazardous waste not contacting body fluids of patients, patients having infectious diseases), which is
close by its composition to municipal solid wastes (MSW). However, it is recommended to dispose of them
separately as industrial waste by specialized organizations licensed to carry out this kind of activity.

Non-hazardous waste is collected in reusable containers or disposable bags (excluding bags of color
used for hazardous waste). Disposable bags are placed inside reusable containers. Waste receptacle should be
labelled and placed on the special site (indoors). After emptying reusable containers should be cleaned and
disinfected. The procedure for collection and storage of non-hazardous waste is determined in accordance
with the waste management scheme in each specific organization,

Transportation and disposal are performed considering requirements adopted for a given region, in
accordance with the sanitary legislation of a particular country for the maintenance of populated areas and
treatment of production and consumption waste.

12. Maintenance and repair.

The device is disposable. Maintenance and repair are not required.

Instruction for use for the medical device
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life.

mshelf life is 4 years from the date of sterilization/manufacture under the appropriate storage and
spoliation conditions

Ligof international standards that the medical device complies with.

Directive 93/42/EEC of 14 June 1993 concerning medical devices reviewed and amended by Directive
WI7/47/EEC, EN 1SO 13485, EN ISO 14971, EN ISO 7551, 1SO 7405, 1SO 10993-10, ISO 10993-11, EN
15223-1, EN 1041, EN 1641, EN 62366, CMDR/SOR/92-282, ISO 10993-1, BS EN ISO 11137-1+Al,
'ISO 11137-2, EN I1SO 11137-3, EN ISO 11737-1, EN ISO 11737-2, EN 556-1, EN ISO 11607-1, EN ISO
11607-2, 1ISO 10993-1.

Instruction for use for the medical device
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2021d ;~13510i Registered No. 2021-3510
% S NOTARIAL CERTIFICATE
N os]S-7]17] LEE, SEUNG GEUN, attomey-in-fact of
C™-oloVISE 711i44 DIADENT GROUP INTERNATIONAL CEO
-Fl-/\l/l'a iﬂaa &S’P'e: _g N JAE HOON YOQU, appeared before me and
/\aa aaaa a NN\ admitted said principal's subscription to the

attached INSTRUCTION FOR USE FOR THE

aa aa’i-a™ 5ja” "seasi-ar
MEDICAL DEVICE.

2021 11~ 18" 0]
This is hereby attested on this 18th day of

November, 2021 at this office.

Name of the office

x 1 Seowon Law & Notary Office Inc.
Belong to
i“naiA] Cheongju District Prosecutors' Office

Address of th| office
84, Wonheong-""jSe~tt™, Cheongju,
Korea

anT’- 84.

(Signature of Notary Public)

This office has been authorized by the
Minister of Justice, the Republic of Korea,
to act as Notary Public since FEB, 7. 2020
under Law No. 173.
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N3pgaHue 1

|AvipekTop Moy [kae X0oH]
I; «<HoTapranbHo-topranyeckas KomnaHus «CoBoi VHK.», HoTapuyc Mak [pkoHr ByH]
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Habop PMMB8/2 Kit B cocTase: LLUTU(TLI C MapKMPOBKOM A/IMHBI, KOHYCHOCTb 02, pasmep 08 - 200 L.

Ha6op PMM10/2 Kit B cocTaBe: LLUTU(TbI C MapKMPOBKOW A/IMHBI, KOHYCHOCTb 02, paamep 10 - 200 w.
Habop PMM15/2 Kit B cocTtase: LLITU(TbI C MapKUPOBKOM A/IHbI, KOHYCHOCTb 02, pasmep 15 - 200 L.
Habop PMM20/2 Kit B cocTtage: LLITU(TbI C MapKUPOBKOM 4/INHBI, KOHYCHOCTb 02, pasmep 20 - 200 L.
Habop PMM25/2 Kit B coctase: LLUTU(TbI C MapKUPOBKOIA ANMHbI, KOHYCHOCTb 02, pasmep 25 - 200 L.
Habop PMM30/2 Kit B cocTase: LLITU(TbI C MapKUPOBKOM 4/INHbI, KOHYCHOCTb 02, pasmep 30 - 200 L.
Ha6op PMM35/2 Kit B cocTase: LLUTU(TbI ¢ MapKMPOBKOWA A/IMHBI, KOHYCHOCTb 02, pasmep 35 - 200 L.
Ha6op PMM40/2 Kit B cocTase: LLUTU(TLI C MapKMPOBKOI ANMHBI, KOHYCHOCTb 02, pasmep 40 - 200 L.
Ha6op PMM45/2 Kit B cocTase: LLUTU(TLI C MapKMPOBKOI ANMHBI, KOHYCHOCTb 02, pasmep 45 - 200 L.
Ha6op PMM50/2 Kit B coctase: LLUTU(TbI C MapKMPOBKOM A4/INHLI, KOHYCHOCTb 02, pa3mep 50 - 200 L.
Ha6op PMM55/2 Kit B cocTase: LLUTU(TLI C MapKMPOBKOI ANMHBI, KOHYCHOCTb 02, pasmep 55 - 200 L.
Ha6op PMMG60/2 Kit B cocTase: LLUTUThI C MapKUPOBKOWA A/IMHBI, KOHYCHOCTbL 02, paamep 60 - 200 .
Habop PMM70/2 Kit B cocTase: LUTU(TbI C MAPKUPOBKOW f/IMHBI, KOHYCHOCTb 02, pasmep 70 - 200 L.
Ha6op PMM80/2 Kit B cocTase: LLUTU(TbI C MapKMPOBKOI ANMHBI, KOHYCHOCTb 02, pa3mep 80 - 200 LuT.
Habop PMM15-40/2 Kit B coctaBe: LUTU(TbI C MapKMPOBKOI A/IMHBI, KOHYCHOCTb 02, pasmepbl: 15 - 34 wrT.;
20-34 wr.; 25-34 wr.; 30 - 34 wr.; 35-34 wr.; 40 - 34 wr.

Ha6op PMM45-80/2 Kit B coctaBe: LUTUTbI C MApKMPOBKOI A/INHBI, KOHYCHOCTb 02, pasmepsbl: 45 - 34 wr.;
50 - 34 wr.; 55 - 34 wr.; 60 - 34 wr.; 70 - 34 wr.; 80 - 34 wr.

Ha6op PMM90-140/2 Kit B cocTase: LUTU(TLI C MApKMPOBKOW [/IMHBI, KOHYCHOCTb 02, pasMepsbl: 90 - 20 wr.;
100 - 20 wiT.; 110-20 wr.; 120 - 20 wrt.; 130 - 20 wr.; 140 - 20 wr.

Habop PMMXXF/2 Kit B cocTase: LUTU(TLI C MapKMPOBKO A/IMHBI, KOHYCHOCTb 02, pasmep XXF - 200 L.
Ha6op PMMXF/2 Kit B cocTase: LUTU(TbI ¢ MapKUPOBKOW A/INHbI, KOHYCHOCTb 02, pasmep XF - 200 L.
Habop PMMF/2 Kit B cocTase: LUTU(TLI C MapKMPOBKOM ANMHbI, KOHYCHOCTb 02, pasmep F - 200 L.

Habop PMMM/2 Kit B cocTase: LLUITU(TbI C MapKMPOBKOM 4JIHBI, KOHYCHOCTb 02, pasMep M - 200 L.
Ha6op PMMC/2 Kit B coctase: LUTU(TLI C MapKUPOBKOW [/IMHBI, KOHYCHOCTb 02, pasmep C - 200 wwr.

Habop PMMXC/2 Kit B coctase: LLUTU(TbI C MApKMPOBKOW L/IMHbBI, KOHYCHOCTb 02, pa3mep XC - 200 L.
Ha6op PMMXXF-XC/2 Kit B cocTaBe: LUTU(TbI C MapKMPOBKOW A/INHBI, KOHYCHOCTb 02, pa3mepbl: XXF - 34
wt.; XF-34wr.; F-34 wr.; M -34 wr.; C-34 wr.; XC - 34 wr.

Habop PMM15/4 Kit B coctase: LLUITU(TbI C MApKMPOBKOW  /INHbI, KOHYCHOCTb 04, pasmep 15 - 100 wwr.
Habop PMM20/4 Kit B cocTase: LLITU(TLI C MAPKMPOBKOM  A/INHBI, KOHYCHOCTL 04, pasmep 20 - 100 .
Habop PMM25/4 Kit B cocTase: LLUTU(TbI C MapKMPOBKOM A/IMHBI, KOHYCHOCTb 04, pa3mep 25 - 100 .
Ha6op PMM30/4 Kit B coctaBe: LUTUTbI C MapKUPOBKOW  A/IMHBI, KOHYCHOCTb 04, pa3amep 30 - 100 wwr.

Habop PMM35/4 Kit B coctase: LUTU(TbI C MApKMPOBKOW A/IMHBI, KOHYCHOCTb 04, pa3mep 35 - 100 LT,
Habop PMMA40/4 Kit B coctase: LUTU(TbI C MapKMPOBKOW A/INHBI, KOHYCHOCTb 04, pa3mep 40 - 100 L.
Habop PMMA45/4 Kit B cocTase: LLUITU(TbI C MapK1pPOBKOW A/IMHBI, KOHYCHOCTb 04, pasmep 45 - 100 L.

Ha6op PMM50/4 Kit B cocTase: LUTU(TLI C MApPKUPOBKOW  ANMHbI, KOHYCHOCTb 04, pasmep 50 - 100 .
Ha6op PMM55/4 Kit B cocTase: LLUTU(TLI ¢ MapKMPOBKOW A/IMHbI, KOHYCHOCTb 04, pa3mep 55 - 100 wi.

Habop PMM60/4 Kit B cocTase: LUTU(TLI C MAPKMPOBKOW  ANINHbI, KOHYCHOCTb 04, pa3mep 60 - 100 .
Habop PMM70/4 Kit B cocTase: LUTU(TLI C MapKMPOBKOW  ANNHbI, KOHYCHOCTb 04, pasmep 70 - 100 wr.
Habop PMM80/4 Kit B cocTase: LLITU(TbI C MapKMPOBKOI  [ANMHbI, KOHYCHOCTb 04, pa3mep 80 - 100 wwr.

Habop PMM15-40/4 Kit B cocTaBe: LLUITU(TbI C MapKMPOBKOM [ANIMHbI, KOHYCHOCTb 04, pasMepbl: 15-17 wr.;
20-17 wr.; 25 - 17 wr.; 30 - 17 wr.; 35 - 17 wr.; 40 - 17 wr.

Habop PMMA45-80/4 Kit B cocTaBe: LUTU(TLI C MapKMPOBKOI ANWHbI, KOHYCHOCTb 04, pasmepsbl; 45 - 17 wr.;
50-17 wr.; 55-17 wr.; 60-17 wrt.; 70-17 wr.; 80-17 wr.

Hab6op PMM15/6 Kit B coctase: LLITUdTbI C MapKMPOBKOA ANMHbI, KOHYCHOCTb 06, paamep 15-100 wi.

VIHCTPYKLS 110 MPVIMEHEHIIO Ha MEVILHCKOE VBOETVE:
& 000 LIUPMH (7] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU X* B Habopax CrpaHumua 2 n3 10



49,
50.
51

52.

53.
54.
55.
56.
S7.
58.
59.
60.
61.
62.
63.
64.
65.
66.
67.

68.

69.

70.
71.
72.
73.
74.
75.
76.

7.
78.
79.
80.
81.
82.

(Ovpextop Moy [yxae X0oH]

l«HoTapranbHo-topuanyeckas kKomnaHus «CoBoli VIHK.», HoTapuyc Mak [pKoHT ByH]

Habop PMM20/6 Kit B cocTase:

Habop PMM25/6 Kit B cocTage:
L Ha6op PMM30/6 Kit B cocTage:
Ha6op PMM35/6 Kit B cocTaBe:
Ha6op PMMA40/6 Kit B cocTase:
/45 Habop PMM45/6 Kit B cocTase:
Ha6op PMM50/6 Kit B cocTaBe:
Hab6op PMM55/6 Kit B cocTase:
Ha6op PMMG60/6 Kit B cocTaBe:
Ha6op PMM70/6 Kit B cocTase:
Ha6op PMM&80/6 Kit B cocTase:
Ha6op PMM15-40/6 Kit B coctaBe: LLITU(hTbI C MapKMPOBKOI A/IMHBI, KOHYCHOCTb 06, pasvepbl: 15 - 17 wr.;

LT Tl C MapKMPOBKOM A/INHbI, KOHYCHOCTb 06, pasmep 20 - 100 w.
LLITMdTbI C MapKMPOBKOWA ANMHbI, KOHYCHOCTb 06, pasmep 25 - 100 L.
LLTWUTHI C MapPKUPOBKOWA ANMHBI, KOHYCHOCTb 06, pasmep 30 - 100 L.
LTt TbI C MapKMPOBKOI ANMHbI, KOHYCHOCTb 06, pasmep 35 - 100 wwi.
LLITUTI ¢ MapKMPOBKOI A/IMHBI, KOHYCHOCTb 06, paamep 40 - 100 L.
LT TbI C MapKMPOBKOM ANMHbLI, KOHYCHOCTb 06, pasmep 45 - 100 wr.
LLTthTbI C MapKUPOBKOM A/INHbLI, KOHYCHOCTb 06, pasmep 50 - 100 wr.
LLITM(TbI C MapKMPOBKOR ANMHbLI, KOHYCHOCTL 06, pasmep 55 - 100 L.
LLITUTHI C MapKMPOBKOWA f/IMHBI, KOHYCHOCTb 06, pasmep 60 - 100 L.
LLIThTbl ¢ MapKMPOBKOIA A/IMHBI, KOHYCHOCTL 06, pasmep 70 - 100 wuT.
LLITMdTbI C MapKMPOBKOI ANMHbI, KOHYCHOCTL 06, pasmep 80 - 100 L.

20- 17 wrt.; 25- 17 wr.; 30 - 17 wT.; 35-17 wr.; 40 -17 wr.

Ha6op PMM45-80/6 Kit B cocTase: LLITU(hTbI C MapKMPOBKO ANMHbI, KOHYCHOCTb 06, pasvepbl: 45 - 17 wr.;

50-17 wr.; 55-17 wr.; 60-17 wr.; 70-17 wrt.; 80-17 L.
Hab6op PST8/2 Kit B coctase: LUTU(THI, KOHYCcHOCTb 02, pasmep 08 - 200 L.

Hab6op PST10/2 Kit B cocTase:
Habop PST15/2 Kit B cocTase:
Hab6op PST20/2 Kit B cocTase:
Hab6op PST25/2 Kit B cocTage:
Ha6op PST30/2 Kit B cocTase:
Hab6op PST35/2 Kit B cocTase:
Ha6op PST40/2 Kit B cocTage:
Hab6op PST45/2 Kit B cocTage:
Hab6op PST50/2 Kit B cocTase:
Hab6op PST55/2 Kit B cocTase:
Hab6op PST60/2 Kit B cocTage:
Hab6op PST70/2 Kit B cocTage:
Hab6op PST80/2 Kit B cocTage:

Habop PST15-40/2 Kit B coctase: LLUITU(TbI, KOHycHOCTb 02, pasmepbl: 15-34 wr.; 20 - 34 wr.; 25 - 34 wr.; 30

-34Wwr.; 35-34wrt.;40-34 W

Habop PST45-80/2 Kit B coctase: LUTU(TbI, KOHycHOCTb 02, pasmepsbl: 45 - 34 wr.; 50 - 34 wr.; 55 - 34 wr.; 60

-34 wrt.; 70 -34 wr.; 80 - 34 w

Hab6op PST90-140/2 Kit B cocTaBe: LUTU(TLI, KOHYCHOCTb 02, pasmepsbl; 90 - 20 wrT.; 100 - 20 wr.; 110-20
wr.; 120-20 wr.; 130-20 wr.;

LLTudhThl, KOHYcHOCTb 02, pasmep 10 - 200 wwr.
LLTndThI, KOHYCHOCTL 02, pasmep 15 - 200 L.
LLITKTHI, KOHYcHOCTb 02, pa3amep 20 - 200 .
LLITTHI, KOHYCHOCTb 02, pa3mep 25 - 200 .
LLTndThI, KOHYCHOCTL 02, pa3mep 30 - 200 L.
LLTudTbl, KOHYcHOCTb 02, pa3mep 35 - 200 L.
LLTnThI, KOHYCHOCTL 02, pasmep 40 - 200 L.
LLITKdThI, KOHYCHOCTL 02, pasmep 45 - 200 L.
LUTMTLI, KOHYCHOCTL 02, pasmep 50 - 200 L.
LLITKdThI, KOHYCHOCTL 02, pasmep 55 - 200 L.
LLITMdThI, KOHYCHOCTbL 02, pa3mep 60 - 200 L.
LLTndTel, KOHYcHOCTb 02, pasmep 70 - 200 L.
LLITU(TBI, KOHYcHOCTb 02, pasmep 80 - 200 .

T.
T.

140-20 L.

Hab6op PSTXXF/2 Kit B coctaBe: LLITU(THI, KOHYcHOCTb 02, paamep XXF - 200 wwr.

Hab6op PSTXF/2 Kit B cocTage:

LT THI, KOHYCHOCTb 02, pasmep XF - 200 L.

Hab6op PSTF/2 Kit B coeTaBe: LLUTU(PTLI, KOHYycHOCTbL 02, pasmep F - 200 ww.
Ha6op PSTM/2 Kit B coctase: LLITU(TBI, KOHYcHOCTb 02, pasmep M - 200 wT.
Hab6op PSTC/2 Kit B coctase: LUTU(TLI, KOHYCcHOCTL 02, pasmep C - 200 ww.

Ha6op PSTXC/2 Kit B cocTase:
Habop PSTXXF-XC/2 Kit B co

LLITMhThI, KOHYCHOCTL 02, pasmep XC - 200 L.

crage: LUTnThl, KOHYyeHoCTb 02, pasvepbl; XXF - 34 wT.; XF - 34 wr.; F- 34

wr.; M -34 wr.; C - 34 wr.; XC - 34 wr.

Hab6op PPOF1 Kit B cocTaBe: LUTU(TbI ¢ MapKMpoBKoi AnnHbl PROT, pasmep F1 - 100 wwr.
Habop PPOF2 Kit B cocTase: LUTU(TLI ¢ MapkmpoBKoi gnvHbl PROT, pasmep F2 - 100 L.
Ha6op PPOF3 Kit B cocTaBe: LUTU(TbI ¢ MapKupoBKoli AnnHbl PROT, pasmep F3 -100 .
Ha6op PPOF4 Kit B cocTaBe: LUTU(TbI C MapKMpoBKOiA AnnHbl PROT, pa3vep F4 - 100 .
Habop PPOF5 Kit B coctase: LUTU(TLI ¢ MapkupoBkoi gnvHel PROT, pasmep F5 - 100 wwir.

Ha6op PPOF1-F3 Kit B cocTaBe: LLITU(hTbI ¢ MapkmMpoBKoi annHbl PROT, pasmepbl: F1 - 34 wT.; F2 - 34 wr.;
F3 - 34 wr.

83. Habop PPOF4-F5 KiiscocTaBe: LLUTnthTbI ¢ MapknpoBKoi agnnHbl PROT, pasvepbl: F4 - 51 wrt.; F5-51 wm.

VIHCTOVKUMSA MO MOMVEHEHIO Ha MEAMLIVIHCKOE V3LeNve:

@ 000 LUPMH (2] INFO@CIRMIRU € WWWGOSZORAVNADZORRU (® B HaGopax CrpaHmua 3 us 10



. Habop PPNX2 Kit B coctase: LUTU(TbI ¢ MapkmMpoBKoW AvHbl PROT NEXT, pasmep X2 -
. Habop PPNX3 Kit B cocTaBe: LUTU(TLI ¢ MapkmpoBkoi ganHel PROT NEXT, pa3mep X3 -
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(avpexTop oy [kae XooH]
{m«HoTapmanbHo-topranyeckas KomnaHma «CoBOH VIHK.», HoTapuyc Mak [DKOHT ByH]

Ha6op PPOF1-F5 Kit B coctase: LUTU(hTbI ¢ MapKupoBKoii AnvHbl PROT, pasmepsbl: FL - 17 wr.; F2 - 17 wrt.;
F3- 17 wr.; F4 - 17 wr.; F5 - 34 wr.

100wr.
100ww.
Ha6op PPNX4 Kit B cocTase: LLUTndhThl ¢ MapkupoBkoli annHbl PROT NEXT, pasmep X4 - 100w,
Hab6op PPNX5 Kit B cocTase: LUTndThl ¢ MapkupoBkoi ganmHbl PROT NEXT, pasmep X5 - 100wr.
Habop PPNX2-X5 Kit B cocTase: LUTU(PTLI ¢ MapknMpoBKoit AnmHbl PROT NEXT, pa3vepbl: X2 - 34 wr.; X3 -
34 wTt.; X4 - 17 wt.; X5 - 17 wr.

Habop PPNX2-X3 Kit B cocTase: LLUTU(TLI ¢ Mapkmposkoit anvHbl PROT NEXT, pa3mepbl: X2 - 51 wr.; X3 -
51 wr.

. Habop PPWSM Kit B coctase: LUTU(TbI ¢ MapkmpoBKoi gnvHbl PRO W, pasmep Small - 100 wwr.

. Habop PPWPR Kit B coctase: LLITU®TLI ¢ MapK1poBKoi AnmHbl PRO W, pasmep Primary - 100 L.

. Habop PPWLG Kit B cocTtage: LLITU(TLI ¢ MapkmMpoBKoi gnvHbl PRO W, pa3mvep Large - 100 .

. Habop PPWSM-LG Kit B coctase: LLUTU(TbI ¢ MapkmpoBkoil AnmHbl PRO W, pasmepbl: Small - 34 wr;

Primary - 34 wr.; Large - 34 wr.
Habop PPGSM Kit B coctase: LLUTU(TLI ¢ MapknpoBKoii AnmHbl PRO W GOLD, pasmep Small - 100 ww.
Habop PPGPR Kit B coctase: LLUTU(TbI ¢ MapK1poBKoiA AinHbl PRO W GOLD, pa3mep Primary - 100 L.
Ha6op PPGMD Kit B coctase: LLUT1thTbl ¢ MapknpoBkoit gimHbl PRO W GOLD, pasmep Medium - 100 ww.
Hab6op PPGLG Kit B cocTase: LLUITUThI ¢ MapkunpoBkoit AnmHbl PRO W GOLD, pasmep Large - 100 ww.
Ha6op PPGSM-LG Kit B coctase: LUTU(TbI ¢ MapknpoBkoii AnvHbl PRO W GOLD, pasmepbl: Small - 34 wt.;
Primary - 34 wr.; Medium -17 wr.; Large - 17 wr.

Habop PPR25 Kit B coctase: LLITU(TbI ¢ MapkmpoBkoi ainHbl PRO R, pasmep 25 - 100 L.

Habop PPR40 Kit B coctase: LUTU(TbI ¢ MapknpoBKoit g/inHbl PRO R, pasmep 40 - 100 L.

Ha6op PPR50 Kit B coctase: LLUITU(TbI ¢ MapknpoBKoii AnmHbl PRO R, pa3mep 50 - 100 .

Ha6op PPR25-50 Kit B cocTtase: LUTU(TLI ¢ MapkupoBKoi annHbl PRO R, pa3mepbl: 25 - 68 wr.; 40 -

17 wr.; 50-17 wr.

Hab6op PST15/4 Kit B cocTage:
Hab6op PST20/4 Kit B cocTage:
Hab6op PST25/4 Kit B cocTage:
Ha6op PST30/4 Kit B cocTage:
Hab6op PST35/4 Kit B cocTase:
Hab6op PST40/4 Kit B cocTaBe:
Hab6op PST45/4 Kit B cocTase:
Habop PST50/4 Kit B cocTase:
Hab6op PST55/4 Kit B cocTaBe:
Habop PST60/4 Kit B cocTase:
Ha6op PST70/4 Kit B cocTaBe:

Hab6op PST80/4 Kit B cocTase:

LLITUdThI, KOHYCcHOCTb 04, pasmep 15 - 100 wr.
LLTuThl, KOHYCHOCTb 04, pasmep 20 - 100 .
LLITKdTHI, KOHYCHOCTL 04, pa3mep 25 - 100 wr.
LLITdThI, KOHYCHOCTbL 04, pa3amep 30 - 100 wwir.
LLITM(TBI, KOHYcHOCTb 04, pasmep 35 - 100 LwT.
LLTudTbI, KOHYcHOCTb 04, pa3mep 40 - 100 .
LLITndThl, KOHYCcHOCTL 04, pasmep 45- 100 L.
LUTudTbI, KOHYCcHOCTL 04, pasmep 50 - 100 w.
LUTUTLI, KOHYCHOCTL 04, pa3mep 55 - 100 wr.
LLITndpThI, KOHYCHOCTL 04, pasmep 60 - 100 L.

LLTuThI, KOHYCcHOCTb 04, pasmep 70 - 100 L.
LLITUdThI, KOHYCHOCTL 04, pa3mep 80 - 100 L.

Habop PST15-40/4 Kit B cocTase: LLUTU{THI, KOHycHOCTb 04, pa3mepbl: 15-17 wr.; 20-17 wr.; 25-17
wr.; 30 - 17 wr.; 35-17 wr.; 40 - 17 wr.;
Habop PST45-80/4 Kit B coctase: LUTU(TBI, KOHYCHOCTb 04, pa3mepbl: 45 - 17wT.; 50- 17wrT.; 55-17
wr.; 60 - 17 wr.; 70 - 17 wr.; 80 - 17 wr.;

Hab6op PST15/6 Kit B cocTase: LLUTU(TLI, KOHYCHOCTb 06, pasmep 15-100 wr.
Habop PST20/6 Kit B coctase: LUTUTLI, KOHYCHOCTL 06, pasmep 20 - 100 L.
Hab6op PST25/6 Kit B coctaBe: LLUTU(THI, KOHYcHOCTbL 06, paamep 25 - 100 wwiT.
Ha6op PST30/6 Kit B coctase: LUTU(THI, KOHYCcHOCTL 06, pasmep 30 - 100 ww.
Ha6op PST35/6 Kit B coctase: LUTU(THI, KOHYcHOCTb 06, pasmep 35 - 100 .
Ha6op PST40/6 Kit B coctase: LLTU(TLI, KOHYCHOCTb 06, pasmep 40 - 100 L.
Hab6op PST45/6 Kit B coctase: LUTU(TbI, KOHYCHOCTb 06, pasmep 45 - 100 wi.
Ha6op PST50/6 Kit B coctase: LUTMU(TbI, KOHYcHOCTb 06, pasmep 50 - 100 wiT.
Habop PST55/6 Kit B coctase: LUTU(TLI, KOHYCHOCTb 06, pasmep 55 - 100 L.
Ha6op PST60/6 Kit B coctase: LUTU(TLI, KOHYCcHOCTb 06, pasmep 60 - 100 wr.

VIHCTPYKLVS NO MPVMEHEHEO HA MEAVILIMHCKOE V3LV,

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU X* B Habopax

CrpaHvua 4 3 10



[vpexTop Yoy [xae XooH]
/(HoTtapuranbHo-topranyeckas KomnaHus «CoBOH WIHK.», HoTapuyc Mak DKoHr ByH]

Hab6op PST70/6 Kit B coctase: LUTU(THI, KOHYCHOCTb 06, pasmep 70 - 100 .

Hab6op PST80/6 Kit B cocTase: LLUITUTLI, KOHYcHOCTL 06, pasmep 80 - 100 L.

Hab6op PST15-40/6 Kit B cocTase: LUTU(TbI, KOHYCcHOCTb 06, pasmepbl: 15-17 wr.; 20-17 wr.; 25-17
wr.; 30-17 wr.; 35-17 wr.; 40-17 wr,;

Hab6op PST45-80/6 Kit B cocTase: LLTU(TbI, KOHYCHOCTL 06, pasmepbl: 45-17 wr.; 50-17 wr.; 55-17
wr.; 60-17 wr.; 70-17 wr.; 80-17 wr,;

Ha6op PPCF1 Kit B coctase: LLUtudgtel PROT, paamep F1 - 100 L.

Ha6op PPCF2 Kit B cocTase: LUTU(THI PROT, pasmep F2 - 100 wwr.

Ha6op PPCF3 Kit B coctaBe: LLUtngtel PROT, pasmep F3 - 100 wr.

Ha6op PPCF4 Kit B coctase: LLUTU(THI PROT, pasmep F4 - 100 wr.

Ha6op PPCF5 Kit B coctase: LUTU(THI PROT, pasmep F5 - 100 wr.

Ha6op PPCF1-F3 Kit B cocTase: LUTndtol PROT, pasmepbl: F1 - 34 wrt.; F2 - 34 wr.; F3 - 34 wr;
Hab6op PPCF4-F5 Kit B coctase: LLUTUdThI PROT, pasvepsl: F4 - 51 wrt.; F5 - 51 wr.;

Ha6op PPCF1-F5 Kit B cocTase: LLITudgptel PROT, pasmepbl: F1 - 17 wr.; F2 - 17 wt.; F3 -17 wr.; F4 -
17 wr.; F5 - 34 wr.

Jlanee nNo TeKCTYy - «WTUPTb abcopbupyoume OyMarKHble», «OyMa>kHble LWTUDTbI»,
«WTUPTbI», «MeLULUNHCKNE U3LENNUA», <U3LENNUA».

A2. CBefeHMs 0 NPOM3BOAMTENE, pa3paboTUMKe U YNoSHOMOYEHHOM NpPeACTaBUTe/le MPOM3BOANTENSA

NponssoguTens:

«DiaDent Group International» («4uafeHT Tpyn VIHTepHeRLWHA»)
16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161,
Pecny6nnka Kopes
TenedoH: + 82-43-266-2315
dakc: 82-43-262-8658
E-mail; diadent@diadent.co.kr
Caint: www.diadent.co.kr

Pa3paboTumK:

«DiaDent Group International» («4uafleHT Tpyn VMIHTepHeAnwn»)
16, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, 28161,
Pecnyb6nuka Kopes
TenedoH: + 82-43-266-2315
dakc: 82-43-262-8658
E-mail: diadent@diadent.co.kr
Caint: www.diadent.co.kr

YN0NHOMOYEHHbI NpeacTaBuUTeNb NPOU3BOANTENS B Pd:

AKunoHepHoe obuectBo «MPOTEKO» (AO «MPOTEKO»)
192102, r. CaHkT-MeTepbypr, yn. Canosa, 4.57, kopn.1, nut. A
Ten./thakc: +7 (812) 635-88-90

E-mail: info@ protecodent.ru

Caint: www.protecodent.ru

VHCTRYKLMS 1O MPUMEHEHIIO Ha MEMLIIHCKO M3aENMe:
& 000 LMPMH [&) INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU X* B Habopax CrpaHnua 5 n3 10



| Qvpexop Yoy [yxae X0oH]
/«HoTapranbHo-topuanyeckas KomnaHma «CoBOH VIHK.», HoTapuyc Mak IpkoHr ByH]

AHauyeHUe N3aennsa c ykasaHueM NoTeHUManbHOro noTpeduTens

ii3Ha4eHHe nsgenusa
A6Cop6UMNA XNAKOCTU 415 BbICYLLMBAHNA KOPHEBLIX KaHa/I0B 3y6a npy aHA0L0HTUYECKOM JIEHeHUN.
/MoTeHuManbHbI NOTpebUTeNb

KBanngunumpoBaHHble CNELMannucTbl - CTOMaTONONN.

| MokasaHus, 06N1acTb NPUMEHEHNS, MPOTUBONOKA3aHNA 1 BO3MOXHble NOGOYHbIE 3 (PEKThI.

lMokasaHunA: BbicywBaHWe KOPHEBLIX KaHanoB nepej WuX I'IﬂOM6VIpOBaHVI6‘M, nepen BHeECEHWEM
I'IﬂOM6I/IpOBOHHOFO cunepa nan neKapCTBeHHOro cpeactea B KOpHeBOﬁ KaHa/l BO BpeEMA 3HAOAOHTUYECKOTO
NIe4eHuns.

O6nacTb NPUMEHEHNS: CTOMATONOI NS,
MpoTMBOMNOKA3aHUS K MPUMEHEHUIO: OTCYTCTBYHOT.
Mo60oYHbIe AeACTBUA: OTCYTCTBYHOT.

*5. Mepbl NpesocToOpoXHOCTHU

e bBymaxHble wWTUDTbI cnegyeT WCNoNb30BaTb B COOTBETCTBMM C pasMEpoOM U TO/LMHOIA
ryTranepyeBbiX WTU(PTOB;

e W3penvsa npefHa3HauyeHbl 415 0HOPA30BOr0 MCMO/b30BaAHNS;

e He cTepunnsoBatb NOBTOPHO;

e Tepef MCNoONb30BaHWEM MPOBEPUTb LENOCTHOCTb YMAKOBKM, CPOK TFOAHOCTM W BHELHWIA BUA
n3nenns;

e He ucnonb3oBaTb NPU HaPYLLEHUN CTPYKTYPbI LITU(TA, TaK KaK pacnag U3fgenus npu ero n3sneyeHmnm
MOXET MPUBECTM K BOCMANEHUIO KaHana;

e XpaHUTb OTAENbHO OT APYTMX W3AeNuii pasHbiX PasmMepoB M TUMOB, B TOM 4uUCNe OTAENbHO OT
BYMaXXHbIX LWTU(HTOB APYTMX BapUaHTOB UCMOMHEHUA 1 Pa3MEpPOB.

e HecobntoaeHne ycnoBuii XpaHeHUs MOXKET MPUBECTM K 06ecLBeYnMBaHUIO LIBETOBO MapKUPOBKM.

6. OnucaHue n3genus

LWTndgTel abcopbupytoime 6ymMaxkHble BbIMOMHEHbI M3 BbICOKOKAYECTBEHHOro abcopbupyroLero
maTepuana C MJIOTHOW TeKCTypoi, obecneuyvBarolleil rnagkKyt MOBEPXHOCTb 6e3 BOPCUHOK M 6e3
MOCTOPOHHUX BK/OYEHWUIA, UMEOT MPSAMYI0 KOHWYECKY (OopMy, MOP(ONOrMYECKM CXOXYH C (hOpMOii
KOpHeBOro KaHana. LiBeT m3genus - 6Genblil. B BepxHei (WMPOKOWN) yacTu WTU(TA MMEETCA LBeTOBas
MapKupoBKa B COOTBETCTBMM C pa3mMepamu uaMeTpa WU3feNnii: Cepblil, PUONeTOBbIN, XENTbIA, KPacHbIN,
CUHUIA (LmnaH), 3eNeHblil, YepHblli LBeTa. LUTUMTLI ¢ 6€10/ MapKUPOBKOM HE OKpallMBaKTCA, TaK Kak LBeT
MapKMpOBKM cOBNajaeT C LiBeTOM matepuana WTM(HTOB. Kpome TOro, HeKOTOpPble BapuaHTbl UCMOMHEHUS

MMEKT MapKMpPOBKY ANWHbI, YTO ynpollaeT M3MepeHue rny6uHbl KOPHEBOro KaHana 3y6a v genaet ero
MaKCUManbHO TOYHbIM.

VIHCTPYKLWS 1O MPVIVEHEHVIKO Ha MEZVILIHCKOe Vi3zerive:
@ 000 LMPMH (&7 INFO@CIRMIRU @& WWW.GOSZDRAVNADZOR RU X B HAOOpax CrpaHuua 6 13 10



| QvpexTop Yoy [ykae XooH]
[«HoTapwansHo-topranyeckas KomnaHus «CoBOH VHK.», HoTapuyc IMak JoHr ByH]

AToBas MapKWPOBKa WITU(HTOB

Tabmmua 4. LlBeToBas  MapKupoBka

Tabnamua 2. BeTOBas MapKUpOBKa
I LiseToBas 4 U prip WTNUpTOB ANA BapuaHTOB WUCMONHeHUs TT.

3Ka LLITMq)TOB ansi LLITqu)TOB Oona BapuaHTOB UCNONHEHNA

uoB NCTONHEHNS mn. M. 18'24, 70-76 M.1 «HaumeHOBaHMe 39-52, 118-131 M.1 «HanmeHoBaHue
/ 53-69 n.i
KeHOBaHMe nsgenns» Pasvep LiseToBas Pasmep LiBeToBas
SLLEro JOKYMeHTa MapK1UpoBKa MapKknpoBka
) LigeToBas XXF 6enbliii 15 68ﬂblﬁv
|amep MapKMpoBKa XF ‘ KeNTbIi 20 HENTbIA
. F KpacHblii 25 KpacHblii
J 08 Cepbin M CUHWIA 30 CUHWIA
10 ¢hroneToBbIii C 3eNeHblit 35 3eneHblif
Genblii Xc YepHbIii 40 YepHbIii
/20 YKENTbINA 45 6e”b”/1v
o5 KpaCHbIiA Tabnuua 3. LlBeToBasi MapKupoBKa 50 )KeﬂTbII/‘I‘
. WTUDHTOB ANS BAPUAHT OB UCMNONHEHUA 55 KpacHbIn
./ 30 CMHMMU M. 25-38, 104-117 N.1 «HaumeHoBaHue 60 CUHWIA
35 3eneHbIn 70 3eneHblif
40 YepHblii i
p v Pasmep LiBeToBas 80 YepHbIil
45 6enblii MapKUpoBKa
, 50 YKeNTbIi 15 6enbIin Tabnmua 5 LiBeToBas  MapkupoBska
55 KpacHbIit 20 XKenTblii WTWUHTOB A5 BAPMAHTOB UCMOAHEHNs T1.
60 CUHI 25 KpacHbIli 85-90 TI.1 «HaumeHoBaHue u3genusa»
70 senenbili 30 CUHMIA HACTOSALLEro AOKYMEHTa
35 3e/1eHbli LI,BeTOBaFI
" “ Pa3me
80 HepHBIn 40 YepHbIid P MapKnpoBKa
90 Genbiid 45 6eblii Xl XKENTbI
100 XKENThINA 50 XKENTbIN X2 KpacHbIl
110 KPaCcHbIl 55 KpacHbIit X3 CUHWIA
120 CUHWIA 60 CUHMiA X4 UepHbIii
130 3eNeHblii 70 SENEHbIN X5 KENTbIN
o 80 YepHbIit
140 YepHbIn
Tabnmua 6. LlBeToBas MapkuMpoBKa LITU(PTOB ANd Tabnuua 8. LieToBas MapkMpoBKa WTU(TOB A BapuaHTOB
BapuaHT OB ucnonHeHus M. 91-94 M. 1 «<HanmeHoBaHue ucnonHewnst M. 100-103 MM.1 «HaumeHoBaHue —w3genus»
U3LeNns» HACTOSLLEro JOKYyMeHTa
Pasme BETOBas MapKMpoBKa
Pa3mep LiBeToBasA MapK1UpoBKa P H Pup
25 KpacHbIi
Small XKeNTbIl 40 YepHbIit
Primary KpacHbIl 50 YKENTbIN
Large YepHbIli

Tabmmua 9. LiBeToBas MapkupoBka WTUPTOB 414 BapnaHTOB
Tabnuua 7. LiBeToBas MapkupoBkKa LWTURTOB And nucnonHenuns M. 77-84, 132-139 IN.1 «HavmeHoBaHue n3genmsa»
BapuaHTOB ucnonHexnus M. 95-99 M. l«HavmeHoBaHwue

Pa3smep LiBeToBasg MapKMpoBKa Pasmep LiBeToBas Mapkuposka
Small XKENThIN F1 XENTbIl
Primary KpacHbIin F2 KpacHblii
Medium 3€e/eHbIiA F3 CUHWNIA
Large 6enblit F4 YepHbIit
F5 XKENTbIA

VIHCTPYKLYAS 1O MPVMEHEHO Ha MEVMLIMHCKOE VBENVE:
& 000 LIPMH (7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU x® B Habopax CrpaHuua 7 13 10



vpexTop Moy [ykae X00H]
/»HoTapuansHo-topuandeckas komnaHus «CoBOH VIHK.», HoTapuyc Mak HKOHT ByH]

|)KnpoBska ANnHbI LWITU(TOB

OAna wTudToB B BapuaHTax WCMO/HEHUA C MapKUPOBKOWN A/IMHLI LIBETOBble OTMETKM YyKa3aHbl Ha
"osHK: 18 MM, 19 MM, 20 MM, 22 MM 1 24 MM OT KOHYMKa n3gennsa (Y3Koi yacTu wrugTa).

Cxema 1. MapkupoBKa 4AnHbI

Hum 20 Mm 22 MM 24unm

Yy

7. lMopAagoK npumeHeHuns

nepes paboToil 03HAKOMUTLCS C UHCTPYKLMEN;

BblOpaTb  abcopoupyloWmnin - 6yMaXKHbI  WITUT  COOTBETCTBYKOLWEro pasmepa (A/NHBI,
KOHYCHOCTW);

3axBaTUB NUHLETOM LWITUMT B paiioHe LLBETOBON MapKMPOBKMW, BCTaBUTb €r0 B KOPHEBOW KaHan Ans
OCYLUEHWUA XNAKOCTH;

yAanuTb OGyMaXHbI WTUMT M3 KOPHEBOr0 KaHana M YTUAN3MPOBaTb €ro B YCTaHOB/IEHHOM
NopsiAKe;

npyv He06X0AUMOCTM NOBTOPUTL NpoLefypy € 601bLIMM KONNYECTBOM LUTUPTOB.

8. PacwmngppoBKa CUMBOJIOB, MPMMEHSIEMbIX B MAPKUPOBKE YNaKOBKM

Cumson Pacwmndposka Cumson Pacwunposka
QD [ata n3rotoBneHus BmL"R PaguaumoHHas ctepunmnsaums
|J MpoussoguTenb 3anpeT Ha NoBTOPHOE NPUMEHEHNE
Vcnonb3osars 40 q) Bepeyb OT CONMHEYHbIX Nyyeli
Homep no katanory (apTukyn) Bepeub oT BRiarun
[1ot] Homep naptum X Mpepen Temnepatypsbl
He cTepnnn3oBaTb NOBTOPHO (:a OBpatuTece K UHCTPYKuuM o
P P NPYMEHeHNIo
He ncnonb30BaTh Npy NOBPEXAEHNN He yTunm3uposath ¢ 6bITOBbIMM
YNaKoBKM - - oTxXofamu

9. YcnoBusa XpaHeHUs, TPAHCNOPTUPOBAaHNA U 3KCNlyaTauuu.

XpaHeHune: bepeyb OT BO3AEMCTBMA BNarn U CONHEYHOro CBeTa.

TpaHcnopTupoBaHue: M3beratb NnafeHns U3fennin BoO BpeMs TPaHCMOPTMPOBKK. TpaHCNOpTMPOBaHMe
M3OeNnin, ynakoBaHHbIX B TPAHCMNOPTHYK Tapy, QAO/HKHO OCYLWECTBAATLCA BCEMM BUAMU  KPbITbIX
TPaHCMNOPTHbIX CPeACcTB C CO6MOAEHWEM NPefOCTOPOXKHOCTEN, YKa3aHHbIX Ha TPaHCMOPTHON Tape M B
COOTBETCTBMM C NpaBuiaMu NepeBo3Kn rpy3os, AeCTBYIOLWUMMN Ha TpaHCMopTe 4aHHOr0 BUAA.

VHCTPpYKLMA MO MPYIMEHEHMIO HA MELVLIIHCKOR V30eNMe:
& 000 LIUPMH (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU x® B Habopax CrtpaHuua 8 n3 10



[ypexrop Moy [xae X0oH]
AHoTapranbHo-topuandeckas KomnaHusa «CoBOH MHK.», HoTapuyc Mak [pKoHT ByH]

/cnoBuA XpaHeHUs 1 TPaHCNOPTUPOBAHUSA:

Temnepatypa Bo3gyxa: 2-27°C.

OTHOCUTENbHAA BaXXHOCTb: 60-80%.

ATMOC(epHOe AaB/ieHne: HET cneunpuyecknx TpeboBaHuii.

Ycnosusa B NOMeLLEHUAX npu 3KCNayaTauum MefULUHCKOTO U3aenuns:
Temneparypa Bo3gyxa: 2-27°C.

OTHOCKTENbHAsA BNAXHOCTb: HET Cneunguyecknx Tpe6oBaHuii.
ATMoOC(hepHOoe AaBneHne: HeT cneyngpuyecknx TpeboBaHuii.

4 Ctepunnsaunsa

N3aenne cTepuibHO, CTEPUAN3ALMS NPOBOAUTCS raMMa-n3nyyeHmem (25 Krp).

Mocne BCKPbITUS YNakOBKWU MOBTOPHO He CTEPUIM3YETCS, TaKXKe B MCMNONb30BaHMU MpeanonaraeTcs
HECTEPWU/IbHOE €ro cocTosHue. LUTUMT cTepuneH TONMbKO AN NMepBOro MalueHTa, Ha KOTOPOM BCKPbIIM
yMaKOBKMW.

11. YTnnunsauunsa

MeguuunHckne wmsgenusa «LWTngTel abcopbupytowme 6GymaxHble Healtex® B Habopax» mnocne

AMCNONb30BaHMA WX MO Ha3HaYeHWID OTHOCATCA K 3NUAEMMUOMIONMYECKU OMacHbIM OTxodam (M3genus,

3arpA3HEHHbIE KPOBbIO W/MAN ApYrUMM OGUOMOTMYECKUMM XUAKOCTAMW MALMEHTOB, a TakXe W3[enus,
KOHTaKTUpYyoLWme ¢ nauneHTamm ¢ MHHEeKLNOHHbIMU 60Ne3HAMK).

B gaHHOM cnyvae MeAMUMHCKas opraHu3alus OCyLecTBASET TONbKO CO0p M BpeMeHHOe XpaHeHue
BblLLeyKa3aHHbIX 0TX040B. CH60p OCYLLeCTBAAOT B MaKeTbl UV B KOHTEHepbl OAHOKPATHOTO MPUMEHEHUS C
LIBETOBOM MapKMpPOBKON, NPUHATOM ANA ONACHbIX MEAULMHCKAX OTXOAOB B NMOMELLEHUN WX B MecTaxX ANs
BPEMEHHOI0 XpaHeHUs MeAULMHCKUX OTXO0A0B [0 MOC/efyloLllero TpaHCMOPTUPOBaHUA K  MeCcTy
YHUUTOXEHUA UNN YTUAN3ALNN.

TpaHcnopTUpoBaHNMEM MeAULUHCKUX OTX040B (MCMONb30BaHHbIX OAHOPA30BbIX LWTUHTOB) W3
MeANLNHCKNX YUYPEXAEHUA, X YTUAM3aLMeRn 3aHUMATCA CreLanm3npoBaHHbie OpraHu3auumn, umeroLine
NINLEH3MNI0 Ha 06paLleHmne ¢ onacHbIMU B 3MUAEMUONOTMYECKOM OTHOLEHUN MeAULUHCKUMMN 0TXO4aMMU.

MoTpebuTenbckas ynakoBka, 6pakoBaHHble M34eNUA U HEUCNosb30BaHHbIE U3LeNNA C UCTEKLUUM
CPOKOM TOLHOCTW OTHOCATCA K 3nuaeMuosiornyecky 6esonacHbIM OTxofam (HeonmacHbIM 0TX04aM, He
MMEKLWMM KOHTaKTa € OMONOTMYECKUMU XUAKOCTAMMU NauUMeHTOB, WHMEKUUOHHbIMW 6GONbHbIMK),
NPUOANXEHHBIM MO COCTaBY K TBepAbIM 6bITOBbIM 0TX04aM (TBO). OfHaKo, peKoOMeHAyeTCa yTUIN3MPOBaTb
X OTAENIbHO KaK NMPOMbILIIEHHbIA 0TX0A Yepe3 cneunann3npoBaHHble OpraHu3auumn, MetoLwme nuLeH3mnto
Ha AaHHbIA BUA AeATEIbHOCTY.

C60p HeonacHbIX 0TX040B OCYLLECTBNAETCA B MHOITOpa3oBble eMKOCTU UAN OLHOPa30Bble NakeTbl (3a
NCKNOYEHVEM MaKeTOB LBeTa, NPUHATOro A8 onacHbiX 0TX040B). OfHOpa30Bble MakeTbl pacrnonarakTcs
BHYTPU MHOrOpa3oBblX KOHTeiHepoB. EMKOCTM gnsi cbopa OTXOAOB AO/MKHbI OblTb MPOMapPKMpPOBaHbl K
YCTaHOBJIEHbl Ha cneunanbHoOM nnowanke (B nomelieHun). MHoropasoBas Tapa nocie ONOPOXHEHUS
MNOANEXUT MbITbIO W Ae3nH(eKunn. NMopsagoK MbiTbA U Ae3NH(EKL MM MHOTOpPasoBoi Tapbl ONpegensercs B
COOTBETCTBMM CO CXEMOW 06paLLeHNs OTXOL0B B KaXKA0N KOHKPETHOMN opraHun3auum.

TpaHcnopTUpoBaHWe W YTUAM3aLMA OCYLLECTBAAIOTCA C YYeTOM TpebOBaHWA, NPUHATBIMKU ANA
[AaHHOW TeppuTOpWUW, B COOTBETCTBUM C CAHUTApPHbIM 3aKOHOAATENbCTBOM TOW WAM WHOW CTpaHbl K
COAep>KaHWIo TeEPPUTOPUIA HaceIeHHbIX MECT 1 06paLLeHNIo C 0TX04aMU NPOU3BOACTBA U NMOTPebNeHUS.

12. TexHMYecKoe 06CNy)KMBaHME U PEMOHT.

N3penune aBnseTcs 04HOPa30BbIM. TeXHUYECKOE 06CNYXMBAHUE Y PEMOHT He MPesyCMOTPEHbI.

VHCTPYKUMS 1O NMPYIMEHEHKO HA MEAVILMHCKO. VBLE/VE:
@ 000 UUPMI ) INFO@CIRMIRU @& WWW.G0SZDRAVNADZORRU X* B Habopax CrpaHuua 9 3 10



mrogHoCcTn

CpoK ro4HOCTM COCTaBAsIET 4 rofja ¢ AaTbl CTEPUIN3ALMM/NPOM3BOACTBA NPU COBMIOAEHNI YCIOBWUIA
T W TPAHCMNOPTUPOBKU.

/I/Ipequb MeXXAyHapoAHbIX CTaHAAPTOB, KOTOPbIM COOTBETCTBYET MEANLIMHCKOE n3aenne

[OvpekTtusa Coseta 93/42/ESC o1 14 nioHa 1993 rofa 0 MeANLMHCKUX U3LeNnsax ¢ nonpaBkaMmu B
/setcTBUN ¢ OnpekTusoi 2007/47/EC, EN ISO 13485, EN ISO 14971, EN 1SO 7551, ISO 7405, ISO
/93-10, 1SO 10993-11, EN ISO 15223-1, EN 1041, EN 1641, EN 62366, CMDR/SOR/92-282, 1SO
m-1,BSENISO 11137-1+A1,EN ISO 11137-2, EN ISO 11137-3, EN ISO 11737-1, EN ISO 11737-2,

IV556-1, EN 1SO 11607-1, EN 1SO 11607-2, ISO 10993-1.

Mevarsb: [AupekTop Moy Oxae XooH]
JlevaTb: «HoTapuanbHo-topuanyeckas KomnaHus «CoBOH MHK.», HoTapuyc Mak [>KoHT ByH]

VHCTPYKLYIS 1O MPMEHEHFO Hal MEMLIMHCKOE VBOE/VE;
LLItnchTbl abcopbupytoLme 6yMaxkHble Healtex® B Habopax CrpaHuua 10 n3 10
& 000 LHPMH [ INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



dopma Ne 42

PernctpauunoHHbiii Homep: 2021-3510

HOTAPNAJIBHOE CBUAETEJIBCTBO

N, CblH rbiHb (LEE, SEUNG GEUN),
noeepeHHbIn TEHEPA/TBHOIO ANPEKTOPA
«AVNALEHT TPYN MHTEPHEMLUH»
JXKAE XOOH NOY, aBUBLLNIICA KO MHE,
NMpU3Han yKasaHHy Nognuch JOBepUTENS

% Ha npunaraemon MHCTPYKUWNW MO NMPUMEHEHUIKO
MEOVUNHCKOIO N3AENNA.

HacToswmm 3acBngeTenscTBoBaHO 18 HoA6psA 2021 roga B JaHHON HOTapuasibHOM KOHTOpE.
HavnmeHoBaHMe HOTapManbHOW KOHTOPbI

«HoTapuanbHo-topuanyeckas kKomnaHma «CoBoH NHK.»

OTHocuTCA K MNpoKypaType okpyra YXoHaxy

AfLpec HOTapuanbHOW KOHTOpSI

84, BOHXbOH-po, CoBOH-Ty, UxoHaXYy, Kopes

[MevaTb: «HoTapmansHoO-topuanveckas komnaHns «CoBoH MHK.», HoTapuyc Mak OXXOHT ByH]

/mognuce/ MAKOXOHI BYH (PARKJONG WOONG)
(Mognucb HoTapuyca)

[MevaTb: «HoTapmnansHo-tOpuamnyeckas komnaHns «CoBoH MHK.», HoTapuyc Mak AXOoHT ByH]

HacTosAwan HoTapuanbHas KOHTOpa ynosiHoMouyeHa MuHucTpom toctuummn Pecnybnuku Kopes
npeaocTaBNATb HoTapuanbHble ycnyru ¢ 07 gespans 2020 roga cornacHo 3akoHy Ne 173

2lomMm 297 mm (BnaHk ¢ 3awmToi (| kateropus) 70 r/m?)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



[WWTamn: HacTosiwmiA AOKYMEHT coAepXnT W cTpaHuL
Moy [>xae XooH (You Jae Hoon), reHepanbHblii AupekTop /noanuce!

«AunafleHT Tpyn VIHTepHENLWHA»]

[WTamn: «AnaleHT®»

«OunaleHT Tpyn NHTepHENLWHNA»

16, OcoHrcaeHrMbéHr 4-po, OcoHr-eyn, XbB8Hr4eoK-ry, YXoHXy-cn, UXYHUXOHMNYK-TO,
28161, Pecny6numka Kopes

Ten.: 82-43-266-2315 dakc: 82-43-262-8658]

AMNOCTUNb
(Faarckas KoHBeHUMA OT 5 oKTAGPA 1961 roga)

1 CrtpaHa: Pecny6nuka Kopes [QR-koa]
HacToawmin opumuymanbHblii AOKYMEHT

2. nopgnucaH: MAKAOXOHTI BYH,

3. BbICTynawLlMM B Ka4eCcTBe HOTapuyca,

4. CcKpenneH nevyaTblo/WTaMnom «HoTapuanbHO-PUANYECKONR KOMNaHUn «CoBOIA
NHK.»

Y 00CTOBEPEHO
ﬂ,ﬂﬂ BepVI(*)VIKaLI,VIVI anocTuns r|p017|,q|/|Te MO CCbI/TIKE HMXKE:

https://www.apostille.go.kr
B ropoge Ceyn 6.25.11.2021r.
MWHNCTEPCTBOM OCTUL UK
3aNe X XA2021Y98L73U
MeyvaTb/WTamn 10. Mognuck
/nognuce/
CoHr Xu (Song Hee)
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[MevaTb: MUHNCTEPCTBO KOCTULINN * PECIMTYB/TMKA KOPEA]
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MepeBOA AAHHOTO TeKCTa BbINONHEH NepeBOAYNKOM CUpoTKMHOW Mapueir OneroBHoOM

Nnarnncb

Poccuitckas degepauuns
"opoa Mocksa
JlecaToro gekabps Ase Thicaumn ABafuaThb Nepsoro roga

A, PebpuHa EneHa AMMTpPUEBHA, BPEMEHHO WCMOMHAKLLAA 006583aHHOCTU HOTapuyca ropoga

Mockebl AkumoBa [neba bopucosuya, CBUAETENbCTBYH MNOANMHHOCTbL MOAMNUCU MepeBOfUYMKa
CunpoTkuHoit Mapun OnerosHbl.

Moanuch caenaHa B MOEM MPUCY TCTBUN.
JINYHOCTb NOANMCABLLETO AOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo B peecTpe: No 77/09 - H/77 ~2021 -
YnnayeHo 3a CoBeplUeHNe HOTapuanbHoro geicTsus: 400

noanmchb

rBpooBas - E.[. Pebpuna
HoTapuyca r.MocKBbI

AKnwvosa I.B.

MpoLIHYpOBaHO, MPOHYMEPOBAHO
N CKPEnneHo neyaTbio J1

BPWNO HoTapuyca:

PoccNlIcicaii h«nepanHm
Fop«l Mocksa
1 0JHK 7021

A, Pe6pHM B neT AuAatpu(HlHa. «pebleLlto UCnosnHsowasn
Iscrndpayca ropow Mockebl AkumoBa Mneba bopucosuya.
IBLLLIOLLB MWLV C NPe/CTaBNeHHOr0 MHe JOKyMeeTB.
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